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INTERNATIONAL.

UKAS

QUALITY
MANAGEMENT

074

SIRIM QAS International Sdn. Bhd.
(No. syarikat 410334-X)

1, Persiaran Dato’Menteri

Saksyen 2, Peti Surat 7035

40911 Shah Alam

Sefangor Darul Ehsan

ML.

Tel : 60-3-5544 6400
Faks : 60-3-5510 9439

hitp:/fwww.sirim-qas.com.my

NO. PENDAFTARAN :
Registration No. : AR 4064

SIJIL PENDAFTARAN SISTEM KUALITI
Quality System Registration Certificate

SIRIM QAS International Sdn. Bhd. dengan ini mengesahkan bahawa
SIRIM QAS International Sdn. Bhd. hereby certifies that

(==)0t5ta A

AT StHAl YAB W=D 167-18X

talah melaksanakan Sistem Kualiti yang menepati
has implemented a Quality System complying with

IS0 9001 : 2000 Quality Management Systems-Requirements.

Skop Pendaftaran
Scope of Registration

Mok, stah, AE HIZE FHIQ A, HE, M, X1 &
SFItMBIA,

s el

Hj. Ab. Razak bin Salim Dato’Dr. Mohd. Ariffin bin Hj. Aton
Pengarah Eksekutif Pengerusi

Executive Director Chairman

SIRIM QAS International Sdn. Bhd. SIRIM QAS International Sdn. Bhd.
Tarikh Persijilan ; 2008'307€30¢

Certification Date. :

Sah Sehingga: 2011307308 No. Siri : 0503

Expiry Date. : Serial No. :

Penganugerahan Sijil ini tertakluk kepada peraturan-peraturan dan syarat-syarat Skim Parsijilan Sistem Kualiti seperil femyata dalam

perjanjian Persijilan Sistem Kualiti.

This Certificate is granted subject to the lerms and conditions governing the grant of a Certificate of Registration of Quality System as

stated in the Quality System Certification Agreement.
QMS/FOR/04-4C
Issue Mo. 8/ Rev.t
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20124 58 | NSM Homo Mixer (1.5n?)
68 | (FEdE STS316L Reactor Full Set ( 10.0m)
68 | (F)EE Tray Vacuum Dryer Full Set 2,0m* - 2 Set
78 Ol ASIIHOt Fitz Mill - 4 Set
8@ | OfASIO Reactor System - 4 Set
8a | =y Tray Vacuum Dryer Full Set (3.0n°) - 2 Set
98 | (FOIAHIO} 2oISE BS Reactor System &XISAt
o8 | (FIMAHDID Nutsche Filter - 5 Set
108 | (FREE STS316L Reactor System (8.0m°)
M8 | (R Pin Mill
128 | (FEE STS316L Reactor System (2.0n?)
20134 18 | (FEE Oscillator
18 | (e Storage Tank (5.0n')
18 | (FIE0IFARL Tray Vacuum Dryer Full Set (2,0m*)
28 | (F)OOIDAS Tray Vacuum Dryer Full Set (2.0m)
38 | (Lo Extract System
58 | (R)ODIDAH STS316L Reactor System
20144 18 (F)Ee ASSHFLH| HIE (20.0m°) - 6 Set
28 | (PYLAE Fitz Mill
38 | NSM Homo Mixer {1.5n)
3@ | (FEd Tray Vacuum Dryer Full Set (2.0m)
48 | (FSUH=2 HM2E S=SM
58 | (F)ISMC Tray Vacuum Dryer Full Set (1.4n)
58 | (R)EL Teflon Reactor (3.0n)




g Al g M 3B 3 M3
20144 68 | (F)Ee STS316L Reactor Full Set ( 3.0m*) - 2 Set
6d | (FIODAH Convention Dryer
oF | e STS316L Reactor (6.0n)
128 | (FISRUH2 Fitz Mill
201564 3@ (Z)goror STS316L Reactor (2.0m')
3@ | (e Hastelloy C276 Reactor Hi&
58 | (F0g2ery Tray Vacuum Dryer Full Set (2.0m*)
58 | (=B STS316L Reactor (7.0m) - 2 Set
58 (F)EY Tray Vacuum Dryer Full Set (3.6n°) - 2 Set
78 | (FHE Teflon Reactor (1.0nf), (2.0n), (3.0m°) - 3 Set
& | (Lo STS316L Receiver (2.0m)
Mg | FEe F/D Filterate Tank
Ma (F1mg STS316L Reactor System (0.5m*), (1.0n") - 2 Set
18 | (FeNE Oscillator, Pin Crusher
Ma | (FeoEgey Nutsche Filter
Ma | (FEe STS316L Reactor System (2.0nf)
20164 18 (FIOIEYs A2, &F Mixer (1.0n') - 4 Set
28 ()M Hastelloy C22 Reactor System
38 (F)HE Hastelloy C22 Reactor System
58 | (FoiEds Filter Washer (4.0n)
68 | (FNE 212 Nutsche Filter
63 | (F)IFLH L0k S
78 | (FHB St S04
7d | (FHI0IAZZI0H STS304 Reactor System (3.0n)
83 | (SO Rotary Vacuum Dryer (2.8rr)
88 | (F)HULIOIRMA | Condenser (20.0m) - 2 Set
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20164 8F | (F)HHI0[LAA STS316L Reactor System (1.5m*)
108 | (FOIOIXIIAHIOIR | Tray Vacuum Dryer Full Set (2.0m)
108 | (RIS Al @& Mixer (2.0m) - 4 Set
108 | (FICHE Tray Vacuum Dryer Full Set (1.0n°)
18 | (FRETS Hot Water Tank (5.0m*)
11a | (e Nutsche Filter
1M | (L Hastelloy C22 Condenser (10.0m)
20174 18 | (FHEEe Tray Vacuum Dryer Full Set (2,0m)
3g | (e STS316L Reactor System (8.0n") - 3 Set
48 | FI|USI0R2 Teflon Reactor (8.0n), 212 Nutsche Filter
48 | (FHLXLYA Jet-Mill System
58 | (FYOoLoE Nutsche Filter 1000
68 | (FIELM OIXIEIGHE & Pilot System
68 | (FIgEIRY High Pressure STS316L Reactor (3.0m*) - 2 Set
78 | FR|USAHDEZ Hot Water Tank (5.0n) 2|
789 | (FEE STS316L Reactor System (8.0} - 2 Set
78 | (FEE 712 Nutsche Filter
8g | (FESUs ez B
o8 | (F)EE MP PLANT HI=HadH|
20184 189 | (FEMY Nutsche Filter 91100
19 | L Tray Vacuum Dryer Full Set (1.0n?)
18 | (FHS-Bio Tray Vacuum Dryer Full Set (2.0m*)
189 | (FeE%s X X &l
48 | (FIEME STS316L Reactor (3.0m°)
68 | (F)J2h BioTech LS HLSA
78 | (AR ES s&3A
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20184 98 | (Tt Chem s LA
118 | (F)EG Chem EHSE S83A
20194 18 | (FIS3ALAT Hastelloy-C22 Plant &&SAl
18 | (F)J2H Bio Tech | B8] Full Set HIE&XISAt
18 | (oo TUNSE Y| HIEEXISAt
28 | (REe Rotary Vacuum Dryer (2.8m*)
33 | (F)01A Teflon Coating Nutsche Filter HIZ
93 | (FIetMY Reactor Full Set MEKISA}
108 | (F)FRLLH OF Rotary Dryer ti&sAt
118 | (FJEG Chem JIASHIZE RZEEKIBAL
20204 28 | (REAH 0S Plant &S A}
48 | (AT Hastelloy-C22 Fitz Mill
48 | (FREFY Rotary Dryer System HZEAEXISAL
58 | (LB SFHIZE MEEX|
58 | (FIEME Heat Exchanger RIAXIZAL
78 | (FEANY Stroage Tank HEEAISAt
98 | (FgUH0=Z Dropping Tank HEAXISAL
98 | (FIERALH 00S Rotary Dryer System A&EA}
98 | (FIZALUA KIS01210] HIEAXISAL
128 | (RIS 00% Rotary Dryer System &I&ZAL
20214 33 | (FOIOIXIABIOI? | FXBZE Reactor Dryer Full Set HIEAXISAL
38 | (FRI0A Tray Vacuum Dryer (1.6m') MEAXISAL
53 | (F)20/AMM Tray Vacuum Dryer HIEHXISAL
58 | (FIEAHE 0% Nutsche Filter HIZHIXIZA}
58 | (F)i0lA Tray Vacuum Dryer (1.6m°) RIZHAX|
78 | (FeegdH= Tray Vacuum Dryer HZHSX] & S0HAH| SAt
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20214 88 |8 Rotary Vacuum Dryer 3.4w° - 2 Set
o8 | ()20IMM Tray Vacuum Dryer HIZHEXISAt
108 | (FISSNULH FBSE BI3I| SET, 2Z20| ME X HXISAt
128 | (3F)20[eHM| Nutsche Filter HIE
20224 18 |[(F)U2HBio Tech | JIsA AHCY Mz SE
28 | (FEEMAN 28% | LSS THIN FILM EVAPORATOR
3@ [ 0S Rotary Vacuum Dryer K& H&
38 | (R0l Tray Vacuum Dryer Hi&} 8XISAt
38 [ (F)CIOIKIIAHIOIR | Hastelloy-C22 B2 9 2120| HIZAAISA
58 |(FISRLULN FESE UASE D Q 2HS4H| 2671 MESEAISA
68 |(FEBLS TAEF UFSA
T8 | (IR0 TEAD0| AIRSE
88 |(FgUAM0E AQUST ZLSA
18 | (e Tray Vacuum Dryer 2.5m° 2 Set &3 HIE HAISA
128 | (R)EDUATY AW MABE Vacuum Dryer 2| 8% MIE &XIZAt
20234 28 | (FOIRDAS SHTE BIEI| SUS B3| (5w} Full Set HIE MXISA
38 |(FMS|UE Nutsche Filter 2| H&
38 |[(FRE OXA EF SLSA
58 |(F)NEBLS TUSE SESAM B3I 9 A EE
88 |(FRE Double Cone Mixer HIEAKISAt
118 | (FEEBLS Conical Vacuum Dryer (3m*) Full Set MZ MXISAt
20244 28 (e Vacuum Tray Dyrer H& &X| SAt
38 |(Feds Distributor Screw Feeder HZ SAt
48 | (FMSRUZ Teflon Coating Nutsche Filter XZ
68 |(FOIDAS DEBE Jet Mill HIEH HX] SAt
68 |FIIOEZAH Tray Vacuum Dryer 0.8m* 4 Set K& dXISAt

1




FHHIR & ZIZAHZT], Double Cone & 2B HZX|

Rotary Ribbon Vacuum Dryer, Rotary QIZ% X3 HZXT|

as ax)|

Batch Type =&JI, Cage Type F=&J|, &5 == PLANT

witN )|, ZH =84 =), 99 01234 s3I

=471, 01 SM1, T4

X =3 &3, Aging Tank

S&, dAMM HEAd

Homo Mixer, Ribbon Mixer

Kneader, Henschie Mixer

Pin Crusher, Fitz Mill, CO-Mill, Jet-Mill
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Structure, Piping
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Jet Mill
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S3ug 9 58|
1)2338H ¢
gu|g 4 ol H| 1
HEAM S0|AE 5Ton 4 644
Al USH 20|2E 2.8Ton 1 A A
; ozt Z| At 3TN | TECL
& Shearing M/C 6 At 1 ey
:i Bending M/C 5 0} 1 ETIN
Roller 7.5Hp 1 6 A}
Hydraulic Press 30Hp 1
by 62t/ 8 2} 2
2 a4 245 1
':’1 Radial Drill 2Hp/ 1Hp 2
= Drilling M/C 2012 3
Bl piping M/C 80A 2
Plasma & Ct7| 500A / 300A (2) 3
. yEsu| 500A 5
A2 otng Y| 300A 1
= ojof 7123 oAl 1000A :
224d o3 sy 15KwW/20Kw/30Kw | 6
28| ojjo) #zayM 7.5HP 3
7|E} 1 | Dzosmay), 1537 Uy
ClRIE 234 RS-232 1 Digital, TES
&5 2347 TM-5010 1 Digital, LINE SEIKI
=M EX 3005A 1 Metrel
= Clamp Meter 2007A 2 Analogue, KYORITSU
2 M2 500 1 IRtec
76" okad MIA{ 200Mpa 1
H| Validator 12CH 1 JUMO
2EA 1332B SHOWA
HHRE 247 5J-210 MITUTOYO
| ohSH &4 7| CM-8826-F 1 MICROPROCESSOR
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[Validation Flow]}

User Requirements
Specification (URS)

Validation DIE?

23 A|*,_:._* Ei= AJAHI0] ARRAITE QJE 3 T2 5| 7)55ta
5t7] 215101 0| 52 AAH|H 22 ZAYAESIH 243}
Z1"0|H, “validation E|ACY 2k=
Xﬂa’f— | LE=A HZEICHs 20| SHE|O AR SQH S

QSICE ValidationS AlA|Ete 2 2o 2 20| 2jME|ls
A2 opct.
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Project Master Plan
(PMP)

Detail Design

A

Factory Acceptance Test
(FAT)

A2 SEAH0 APt

22, 3Y, 1Y), HAE, EX E=
A|28lo] A2 7|chel= ZakExpacted ResultyE P=Ch= 22

ZHZ(Proving)5tal 2M2HDocumented)E 9] 2t22 Validation
2 HOol5I2 YD, Y 2|HE GMPOIAE 0|2} AN
3 2 9lo| Hz2te| ¥ 22|

313 024 BMS st

Validation Master Plan
(VMP)

[l =20]

Design Qualification

(DQ)

Installaion & Piping

Site Acceptant Test
(SAT)

Installation Qualification

(Q)

Operational Qualification

(0Q)

Performance Qualification

(e

Proccess Validation(PV)
Cleaning Validation(CV)
Method Validation(MV)
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